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Cleaning of Cleanrooms & Associated Rooms

1 Purpose / Scope

The purpose of this SOP is to outline the procedures and materials used in the routine cleaning of cleanrooms and associated clean areas within the facility.
2 Responsibilities

	Position
	Responsibilities

	Production Mangers or Delegate
	To ensure cleanrooms and associated clean areas are cleaned as per the procedure 

	Quality Manager or Delegate
	To audit compliance with the SOP

	Quality Officer
	To schedule and assist in cleaning activities

	Scientist 
	To perform minor and major cleaning of cleanrooms and associated clean areas


3 Equipment & Supplies

3.1.1 Sterile wipes (Low-lint cloths that have been sterilised)
3.1.2 Dedicated Mops (Individual cleanrooms and BMT workroom)
3.1.3 Dedicated Buckets (Individual cleanrooms and BMT workroom)  
3.1.4 Scheduled disinfectant

3.1.5 70% Sterile Alcohol (ClearKlens DE) 
3.1.6 Sterilised water (Baxter) 
4 References

insert list of referenced documents here
5 Additional information
5.1 All cleans should be included as part of the relevant Facility Maintenance Schedule.
5.2 Equipment cleaning procedures are documented in the relevant equipment SOPs.

5.3 Waste is to be removed from the cleanroom and/or anteroom at the end of each processing day and disposed of according to the Waste Management SOP
5.4 The Cleaning Form should be completed to indicate the status of the Cleanroom facilities and its associated equipment.
5.5 Cleaning of all biological spills should be handled according to the Emergency Spills Procedure SOP
5.6 Refer to the relevant facility contingency procedure for containing chemical spills.

5.7 Definitions 

5.7.1 Minor equipment maintenance: checking of equipment which creates minimal disturbance to the laboratory e.g. calibrations, checking of alarms.
5.7.2 Major equipment maintenance: dissemble and/ or movement of equipment which has the potential to contaminate the facility. 
5.7.3 High risk manipulation – a process that has a high possibility of indirect contamination of the work area and involves a hazardous infectious substance including but not limited to biological tissues, unscreened blood, screened blood and material with a known infection and GMOs.  .
5.7.4 Low risk or simple manipulation – a process that has little possibility of indirect contamination of the work area. This may involve but is not limited to screened blood products and tissues and biological reagents.
5.7.5 Hazardous infectious substance – material that when exposure occurs, is capable of causing disease in otherwise healthy humans or animals. 

6 Procedure

6.1 Minor Clean - Cleanroom, Airlock and Anteroom 
6.1.1 Perform minor cleans after the following simple procedures:
a) Minimal cell manipulation

b) Media change

c) Aliquoting of reagents

d) Sterile connections 
e) Minor equipment maintenance
6.1.2 Clean the following cleanroom, airlock and anteroom items:
a) Equipment used during the process
b) Bench and equipment surfaces
c) Door handles

6.1.3 Following three separate entries to perform minor manipulations clean the floors of the cleanroom.  If there are more than three minor manipulations occurring in the cleanroom on the same day clean the floors following completion of the final process of the day. 
6.1.4 As a minimum, disinfect all work surfaces used during processing.

6.1.5 Clean the interior of the BSC between processes. 
6.1.6 Record the number of entries into the facility on the relevant facility entry form.
6.2 Major Clean - Cleanroom, Airlock and Anteroom 
6.2.1 Perform major cleans following any of the below mentioned activities:

a) Completion of manufacturing batches (Line Clearance) and high-risk manipulations. 
b) Once external contactors have completed any maintenance activities within the cleanroom. 
c) If the air handling unit system breaks down or maintenance is carried out on the air handling unit. 
6.2.2 Clean the following cleanroom, airlock and anteroom items:
a) Bench and equipment surfaces

b) Chairs, bins 

c) Door handles

d) Floors

e) Pass-through hatch

f) Relevant incubator shelf - The shelf may be cleaned using sterile wipes or 70% sterile alcohol.  The decontamination cycle as a minimum is performed three monthly as specified in the Facility Maintenance Schedule.

g) Refrigerator shelves - the shelves may be cleaned using sterile wipes or 70% alcohol.

Note: when a whole incubator or refrigerator is emptied clean the entire unit. For frequently used refrigerators a bi-annual clean must be performed as per the Facility Maintenance Schedule.
6.3 Routine cleans

6.3.1 Workrooms, Anterooms and Changeroom Clean
a) When the facility is in active use perform a weekly clean in these areas ensuring the following items are covered:
· Bench and equipment surfaces
· Door handles

· Chairs, seats
· Floors
b) Record the completion of the clean on the Cleaning form.

c) Ensure log of entry and exit is completed.

6.4 Quarterly/6 monthly and annual clean (e.g. shutdown)
6.4.1 The bi-annual cleans cover all the manufacturing and ancillary rooms in the facility
6.4.2 The bi-annual cleans are performed by an external contractor or by special arrangements with the hospital / institution and is scheduled in the Facility Maintenance Schedule.

6.4.3 Schedule bi-annual cleans regardless of room usage.  Contact the Production Manager or Quality Manager to arrange.
6.4.4 Post clean follow the at-rest environmental monitoring protocol of the Environmental Monitoring SOP to demonstrate the status of the room. 
6.4.5 Ensure the following are cleaned:
a) Ceilings

b) Walls
c) Windows and doors

d) Floors
e) Cabinets and racks 

f) Furniture

g) Fixtures and fittings 

h) Ledges, cable trays and pipes 
i) Shelving units

j) Liquid nitrogen tank and surrounds 

k) Benches and drawers

l) Safety showers and eyewash facility 

m) Incubator (decontamination cycle) – This is conducted on a quarterly basis
n) Any equipment that has not been used since the previous bi-annual clean. 
In addition to the above, the entire refrigerator should be emptied and cleaned bi-annually 
6.4.6 Ensure the following anteroom, workroom, change room items are cleaned:
a) Ceilings

b) Walls 

c) Shelving units

d) Floors
6.5 Cleaning Procedure
6.5.1 Take care when cleaning that disinfectant does not enter power points or monitoring probes.  
Note: probes and power points should be disengaged during annual clean.  Prior to disengaging inform the Production Managers and Quality Manager and initiate a Change control form.
6.5.2 Use the following cleaning material for the specified items:
	Item
	Cleaning Material

	Cleanroom

	Floors, walls and ceiling
	Viraclean or Klercide-CR Biocide C

	Biohazard Safety Cabinets 
	Viraclean or 70% sterile alcohol 

	Equipment surfaces
	Sterile wipes or 70% sterile alcohol

	Benches and shelving units
	Sterile wipes or 70% sterile alcohol

	Exhaust vent 
	Sterile wipes or 70% sterile alcohol

	Door handles, chairs, seats, phone
	Sterile wipes or 70% sterile alcohol

	Windows
	Sterile wipes or 70% sterile alcohol

	Sinks
	Sterile wipes or 70% sterile alcohol

	Pass-through hatch
	Sterile wipes or 70% sterile alcohol

	Refrigerator and Incubators 
	Sterile wipes or 70% sterile alcohol

	Bins, trolleys 
	Sterile wipes or 70% sterile alcohol

	Workrooms and Cryopreservation Room

	Equipment surfaces

Eskies 

LN tanks

Centrifuge
	Viraclean


	Sink 
	Hospital grade detergent 

	Benches 
	70% alcohol 

	Biohazard Safety Cabinets 
	UV, Viraclean and 70% sterile alcohol  


6.5.3 Application and removal of Viraclean disinfectant

a) Using a sterile cloth or mop, apply disinfectant to all exposed surfaces.
b) Allow a minimum contact time of 10 minutes or until dry.
c) Remove residue using sterile water from all stainless steel and external surfaces of equipment following the use of any disinfectant that is known to leave residues as, over time, pitting and corrosion may occur. 

d) Replace rinse water regularly.
6.5.4 Application and removal of Klercide-CR Biocide C disinfectant 
a) Klercide-CR Biocide C contains Hydrogen Peroxide and should not be used on any stainless steel surface or equipment, as it is corrosive. 

b) Using a sterile cloth or mop, apply the disinfectant to the ceiling, walls and floors. 

c) Allow a contact time of at least 5 minutes then wipe dry. 

d) Should any excess residue be observed, remove using sterile water (replacing the rinsing water regularly).   

6.5.5 Cleaning of ceilings

a) Clean ceilings from the back of the room to the front.
6.5.6 Cleaning of Walls

a) Clean from the back of the room to the front and from the ceiling to the floor.
b) Pay particular attention when cleaning fixtures, air vents and windows. 

c) Clean doors and door frames prior to exiting the room.  Pay attention to the locks and door jambs. 
6.5.7 Cleaning of stainless steel benches

a) All stainless steel bench tops should be cleaned using the strip wipe technique (refer to Appendix 8.2) after each entry.  
b) Clean the underside and leg supports quarterly. 
6.5.8 Cleaning of Biohazard Safety Cabinets

a) Biohazard Safety Cabinets should be cleaned using sterile alcohol before and after each preparation.
b) Usage of UV light is at user’s discretion.
c) Biohazard Safety Cabinets (including the under tray) should also be cleaned with Viraclean on a quarterly basis for high usage cabinets or bi-annually for those used less frequently. 
d) Cabinets should be cleaned as described in Appendix. Cleaning the uppermost surface or ceiling of the cabinet first. Then cleaning the back, followed by the interior sides and then lastly the work surface of the cabinet.

6.5.9 Cleaning of safety shower and eye wash facilities

a) Disinfect and flush the safety shower and eye-wash facilities.  
b) Collect waste water in a sanitised bucket and discard.
6.5.10 Cleaning of floors

a) Clean the floors in rooms last, once all other surfaces and equipment in the room have been cleaned.  
b) Clean the cleanroom (including airlocks where relevant), workroom and changeroom in that order.
c) Clean floors from the back of the room to the front.
6.6 Completion of Cleaning
6.6.1 Upon completion of cleaning complete the Cleaning form.
7 Changes to previous version

	


8 Appendices 
8.1 Appendix – Strip Wipe Cleaning 
a) The strip wipe technique should be employed when cleaning any surface or equipment in a 

    
cleanroom. 

b) Quarter fold the wipe to get the maximum use out of the wipe, turning to a new wiper surface with each stroke. If the wipe is quarter folded you may also use the inside surface of the wipe. 

c) Spray the wipe with 70% sterile alcohol, making sure the wipe is uniformly wet but not dripping. 

d) If you are using disinfectant, apply directly to the wipe, do not apply disinfectant solution directly onto the surface. 
e) Always wipe using overlapping strokes in a parallel direction, using a new wiper surface with each stroke. 

f) Always wipe from back to front, left to right, cleanest to dirtiest. 
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